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Certificate of Analysis / Ceprudixar anamnizy

Produgt: / ITpogyxr:

Batch No.: / Tapris Ne:

Batch release date: / ITara BHITYCKY cepil’
‘Manufacturing date: / Ia7a supoSmmrsa:
Expiry date: / Tlpuaarunit ao:

Batch size: / Poamip cepii: |

Registration number in Ukraine: / Peect-
pauifine nocsizuents s Vipaiui

Salofalk, 250 mg rectal Suppositories: 5 suppn’sitbries in strips; 2 strips ina

carton box with Ukrainian labelling

Canohans, cynaampif"pemansni'?r:u 250 mr; 1o 5 cynosuropiia y
CTPHI; 1102 cTpuiny Y kopobui 3 KapTOHY 3 MApKYBaHHAM YKpPaiHChKoi0

MOBOIG

2303434
13, MOV, 1023

08.2623

08.2026

3941 packs / 3941 ynaxosok
UA/3745/03/01 from 30.09.2020 unlimited

UA/3745/03/01 sin 30.09:2020 nificuuii na sieobMeskerit TepMin

Strength/Potency: / 1 suppository contains 250 mg mesalazine
Cuna ni/ AxTHBHiCTS; I cynosuropilt mictits 250 Mr MECHTasHURY
Test / Tectyemuii napamerp | Specification / Cieundixauis Result / oen-
| _ 1 _ _ Janug
Appearance white to cream-coloured torpeda shaped suppositories, éven | conforms
| consistency and undamaged smooth surface
Onue Cynosutopii aig Ginoro 1o xpemosoro KONKOPY, TOpNeAo- | Bignosixac
ToAiGHOT hopmy, 3 ONHOPIZHOI KOHCHCTERNIEKD T2 Heng-
o .| MIKODKEHOK, PASICHEKOIO [IOBEPXHEIO
Colour of solution ‘not more than BY, BY,
(Ph. Eur. 2.2.2)
Konip posumny He 6insitie Hix BY; BY;
{Esp.®apm. 2.2.2) -
{ Uniformity of mass 2 18/20: mean value £ § % -conforms
1 (Ph. Eur. 2.9.5) . 20/20: mean value + 10 % conforms
{rione: mean value & more than 10 %
Oanopiauicrs macn 2 18/20: cepenue suaverns + 5% Binuosizac
(Esp.apu.2.9.5) © 20/20: cepenne sHavenna + 10 % BllnoBlAAC
L L xonyoY, cepente snavenss + Ginbu #ik 10 % . |
Disintegration time | €25 minutes 5 minutes
(Ph, Eur.2.9.2) _
Hac pesigverpanit £25 XBulny 5 XBUNHH
(EBp.@apy, 2.9.2) |
| Identification . :
UV | UV-spectrum of reference solution cotrespouds to UV- conforms
| i spectrum of sample solution |
-HPLC | Corrected retention time of the main peak in the HPLC- conforms.
1 Chromatogram of the sample solution corresponds to that of
| | the reference solution
Inenradivania BignoRiKae:
| Y®-criexrp pedepeHTHOTO posuniy BiAnsitae Y-
CHEKTPY PO3vMHY 3pa3ka
Binkopexrosanuii vac ytp MMYBAHRS FOJIOBHOTO TTKY Ha BiilIOBiHae
\ | PXBT-xpomarorpani posuuny spaska nobunen ignosi-
-\ NATH Yacy YTPUMYBaHHS roNOBHOTO niky Ha Xpomartorpami
| pedepentioro posupny, |
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e Dr. Falk Pharma GmbH
| Test/ Tecryemuii napamerp | Specification / Crreundixauis Result / TTocn-
JAHHST
Purity * " } each specified degradation product;  S0.1%|*
{ (HPLC) [:any unspecified degradation product; <0.1%
) total degradation products: £03%
Hucrora ™ | KoKHOro snIHayeHoro nposty KTy posnany s0,1% (%
| (PXBT) | BYAb-AKOro HEBHIHAYEHOI'O DPOAYKTY pO3NaLy £0,1%
oo | Beboro npopyxTis posnagy’ L £0,3% »
Assay 1237.5-262.5 mg 5-ASA / suppository | 249.4 mg
(UV) (95-105 %) (100 %)
Kinnricue usiiavenns |237,5-262,5 mr 3-aminocanignnosol kucnoT: ¥a cynosuro- | 249.4 mr
(V) pit (95-105 %) (100 %)
| Microbivlogical quality | TAMC <107 cfu/g ' <10 cfu/g
1(Ph. Bur. 2.6.12/2.6.13) TYMC < 10% cfu/ g <10 clu/g
(according to Ph.Eur. 5.1.4-1, rectal use)
MixpoGionorivua uscrora TAMC. < 10° KYO /r 1<IOKYO/r
(€Bp. dapm, 2,6,12/2.6.13) TYMC < 102 KYO /T 1< JOKYO/r
- (Bigmosiawo no €p.P. 5.1.4-1 a7 pekTantioro
) 138CTOCYBAHHA)

*  Purity testing is performed in frame of 2 quality monitoring every 10" batch, at least twice a year
TecTyBanHS UMCTOTH BHKOHYETHCA B paMKaX MOHITOPHHTY AKOCTI JUIA KOXKHOT 10-1 napril monafMenwe ipivi Ha piK.

The results meet the specification. |
Pesynerary BirnosinaioTs cnewdixanii;

Remarks: n/a
HpumiTkd:. HA
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~ Dr. Falk Pharma GmbH

Manufacturing site: /BupoSHuK;

Corden Pharina Fribourg AG, / Number of Manufacturing License Corden Pharma Fribourg AG:
Kopaer ®apma @pibypr AT MIAE-CH-511101-102696490 from 15.02.2023 .
Zweigniederlassung Ettingen/ Homep nitiessit ol K D AT
Lnabtninepnaceyur Evrinres MIAE-CH-511101-102696490 siz 1509 2023
Brihlstrasse 50 / Bpronsurpacce 50 ” .
4107 Ettingen / 4107 Erriuren Number of GMP-certificate Corden Pharma Fribourg AG:
Switzerland /7 seitnapix GMPE-CH-1004789 from 30.08.2023

Homep ceprudixaty GMP Kopren dapuma Dpidypr AT
GMPE-CH-1004789 Bix 30.08.2023%

Losan Pharma GmbH / Jlosan Gapwa [v6X Number of Manufacturing License Losan Pharma GmbH:
Otto-Hahn-Strdsse 13/ DE_BW_01_MIA_2023 0015 from 02.02.2023
Orro-Xau-IHrpacce 13 Howmep ninensii na supoGumrrso Jlosan Gapma FMEX:
79395 Neuenburg / 79395 HoenBypr DE_BW_(1 _MIA_2023 0015 min 02.02.2023
Germany / Himeuunua

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 15.04.202] till 14.04.2024
Homep ceprudpikary GMP Jlosan Qapma IMEX;

DE _BW_01_GMP_2021_0169 iz 15.04.2021 no 14.04.2024

Packaging site and QC: / Bupo6aux; sinnosinansaui
32 nepaKHKe, BTOPUHHE HaKyBaHHA Ta KOHTPORb KO-

CTi:
X Corden Pharma Fribourg AG, / ‘Number of Manufachiring License Corden Pharma Fribotirg AG:
Zwsigniederlassung Ettingen/ Homep stinensii va supoSunnrso Kopren Papma Opibypr AT
1{paiui AEPAACCYHF ET‘I’iHi"ﬁH MIAE-CH-511101-1 02696490 sin. 15.02.2023
Brithistrasse 50 / Bpionsiutpacce S0 | |
4107 Ettingen / 4107 Errinres Number of GMP-certificate Corden Pharma Fribourg AG:
Switzerland / .lHBBﬁIIﬂfJiH GMPE-CH-1 004789 from 30.08.2023

Howmep ceprudikary GMP Kopaen ®apma Opibypr AT
GMPE-CH-1004789 sin 30.08.2023

Losan Pharma GmbH / Jo3as Tapma TmeX Number of Manufacturing License Losan Pharma GmbE:
Otto<Hahn-Strasse 13 / DE_BW_01_MIA_2023 0015 from 02.02.2023
'Oﬂﬁ—XaH—tﬂrpacce- 13'. Homep_-ninemil‘ Ha supoGauyreo Jlosan Pbapma I'moX;
79395 Neuenburg / 79395 Hoenbypr DE_BW_01_MIA 2023 0015 six §2.02.2023

Germany / HiMeuyuna |

‘Number of GMP-certificate Losan Pharma GmbH: -
DE_BW_01_GMP_2021_0169 from 15.04.2021 till 14'04.2024
Howmep ceprudisary GMP Jlosan @apma I'm6X:

DE_BW _0!1_GMP._2021_0169 Bix 15.04:2021 10 14.04.2024

Batch release of finished product: / Binnosixansuui

32 BHITY Cx cepil Kiuueno:jn_ﬁpo,uym-: N S - )
Dr. Falk Pharma GmbH / Jlp. dansi dapma Im6X ~ Number of Mariufacturing License Dr. Falk Pharmia GinbH:

Leinenweberstrasse 5 / JIaitnenneGepurpacce § DE _BW_01_MIA_2021_0020 froin 17.02.2021
79108 Freiburg / 79108 Pdpaitbypr Homep ninensii na supobruureo dp: dansk Mapma 'uEX:
Germany / Himeéyumnua DE_BW_0]_MIA_2021 0020 six 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmibH;
DE_BW_01_GMP_2023 0041 from 15.11.2022 till 14.11.209%
Homep ceprudikaty GMP JIp . dansk Gapma TmEX:
DE_BW_01_GMP_2023_0041 Bix 15.11.2022 no-14.11.2025
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Dr. Falk Pharma GmbH _

1, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labelling) was pro-
duced-and subjected to quality control in the above production unit in compliance with the GMP requirements estab-
lished by the local regu latory authority, as well as with the specifications contained in the marketing authorization dos-
ster or trade license of the manufacturer country or destination country, if the product is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Batch Packaging Record, and the Batch
‘Analysis Record have been reviewed and found to be compliant with GMP,

1, 10 BuKe mignKcascs, sacsingyo, 140 BHILSHABONCHa Cepif € I0CTOBIPHO TouHoI0. Jlana cepist npoAyKLii 6yna
BupobIcHa (BKIOIAIOH YNIaKOBKY/MAPKYBaHHA) | TIpoBenetml KOHTPONE 1§ AIKOCT]-HA BUNLE 3TANAHOMY BHPOGRUIOMY
BiMAIR Y noshHiR BiAnOBINHOCT 3 BUMOraMy GMP, BCTaHOBIEHIMM MicUEBAM PeryJIATODHEM OPraHoM, a TaKOX y Bil-
noBigHocTi 3i enenndikanieno, sxa MicTiracy 8 peecTpanifinomy nocse abo Toproaiit ainensii xpalau-sipoSuuka a6o
KpaiHH-IMIopTEpa, AKIO RPORYKUist iIMNOpTOBaHa, Yl B JOCKE cuenndixauilt #a npenapar ang gocxn LEXYBAHOTO Hikap-
ChbKOT0 3acoby. ITpoTokony BUpOBHUITEA, YIAKOBKE T2 aHani3is fynu nepersiauyTi { BETAHOBMCHO IX BiANOBIARICTE
GMP. |

Date and signature:
JMara Ta nignuc:

13 NOV 2023
= Dr. Falk Pharma G
_ Letnenweberstr. 5
A J-.79108 Freiburg |, 8., Germany

Salofalk 250 mig Suppositories (UA) SAS_W0250_M33P51 master Version 11 414 ‘approved oit 0407.2022
Batch number: 230343A




